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Specification Amendments i. | 

By the present amendment, th^ si 
amended to add the term "restraint" t0j t|! 

amendment is found in claim 6 of trip fakplicatiojn as filed as permitted by 
608.01(1). i r 



The specification has also be ajjhe 



cification at page 18, line 24, has been 
list of possible stresses. Support for this 

MPEP 



ed to kid, at page 20, line :6, that it is a 

further embodiment of the invention thajG nMative changes in antibody responses during 

stress are multiplied with a coefficient jgr liter thanh, for example, with a coefficient of 

'rj -.pir t 

about 1 5 Support for this amendment is; jund inlclaims 4 and 5 of the application as 
filed, as permitted by MPEP 608.01(1). | | 



application as filed. Entry of the spec'rfijeafi h amendments is respectfully requested 



i! 
x 

P * 

hi 4* 

3 8 

k 31 



Claim Amendments 

By the present amendment, cla^ns 
depend on claim 1 and claim 22 has Ejee 
light of the above amendments, any dh\ 
claims has removed. The Applicant si| 
the number of independent claims artdl 
claims. jj] % 



The Applicants submit that no nqwjji latter has been added to the specification by 
the present amendments ahd that jihe lamend^ients are fully supported by the 



i, 3 andj-21 have been rewritten so that they 
rewritten so that it depends on. claim 3. In 
ited subject matter in the newly dependent 
that tfiese amendment are made to reduce 
no way alters the scope of the previous 



DO 

m 



CD 
J— 

m 

o 
O 



ii ill 

Claim 1 1 has been amended toDnsf 

glutamine-alanine-lysine and' to replace 

' ?j Is 

corrects an obvious typographical errqr. | 
page 16, line 29. rj I| 



ri the SEQ ID NO for the sequence tyrosine- 
:he tenjn "glycine" with "glutamine" which 
upport for this latter amendment-is found on 
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Previous claims 25-38 have beer} 



@1 022 



cat belled. 



Claims 39-52 are new and are Sir! fed to t|e method of the present invention 
that includes an immunization with bqjjiSi antigeto (as in claims 1-24): and another 
antigen that can evoke a cel^mediatec|i|jnune response (CMIR), a measurement of 
both an antibody response and a CM1f| aft -a combination of both of these responses 
to rank the immune response pf the anjfnjB Specrffc support for new claim 39 is found 
on page 20, lines 6-14, of me application mfiled a|d in previous claim 25. : Support for 
new claim 40 is found on page 25, tines|l|»4, of thi application as filed and in previous 
claim 26. Support for new claims 41 ^ll 2 . is fo w nd on P a 9 e 21 - ,lnes i 1 4 " 24 - of tne 



page 20, line 18, of the application «fe Sid and i| : previous claim 29. Support for new 
claim 44 is found on page 20, lines 2j^2a of the^application as filed and- in previous 



on 



:,on paje 20, lines 22-23, of the application 
lor newlclaim 46 is found on page 16, lines 
frious claim 32. Support for new-claim 47 is 
pifcatiorf-as filed and in previous claim 33, 
26, liriles 18-19, of the application as filed 



claim 30. Support for new claim 45 is 
as filed and in previous claim 31. Supeoi 
14-18, of the application as fifed and irfcrj 
found on page 26, lines 16-18, of thei 
Support for new claim 48 is found onih ^ 

and in previous claim 34, Support for r|evjilaim 49£is found on page 26, lines 20-21, of 
the application as filed and in previou^ dSfn 35. Support for new claim 50 is found on 
page 25, line 3, to page 26, line 15, af^h^ppllcatKin as filed and in previous cTaim 36 
Support for new claim 51 is found onj 
and in previous claim 37. Support fbr|n£] 
the application as filed and in previous,^!;' 



b 18, lirfes 27-29, of the application as filed 

j ■ * i" " ~- 

I! claim 52 is found on page 19, lines 2-7, of 



38, 



'IT' 



Claims 1-24 and 39-52 are pendjni|h the prfesent application 



The claim amendments hav| : Jen majcle without prejudice^ and without 
acquiescing to any of the E^aminer's|p^ctions. JThe Applicants subnet that no new 

II- |; 



a 
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matter has been entered by the present 
respectfully requested. 



tt.m 

The Official Action dated June 
believed that the claims submitted herev 
complete response to the Examiner's coij 
condition for allowance. Reconsideration 



The Examiner's objections will be 
the Office Action. 



2. The Examiner maintains that thei 
2005, is proper and has therefore mad? 
elected, with traverse, Group I (claims 1^ 
many examples of prior art where aninru 
immune responders without being com 
responses, so a prior art search for f ar 
would not uncover all : art pertaining to i 
immunity". In response, the Applicants ri 
the present application are directed to mc 
cell mediated immune response alone sic 
by cell mediated immunity" would not bej 
art also taught concomitantly ranking inrir 
claims in the present application, the 
response alone, or concomitantly with; ai 
this, the Applicants have cancelled clair 
which correspond in scope to claims 25- 
directly or indirectly dependent on claim| 
been outlined in detail above, the Applic 
page 20, lines 6-14, of the application as] 



t • 

i! 

iendmefrt and entry of the amendments is 



I 



il .1! • 

i005 hsjs been carefully considered. It is 
pi and tt|e following comments represent a 
nents atfd place the present application in 
:espectlplly requested. 

;E ' ] " ' 

Iressedlin the order in which they appear in 

:■! I- 



fetrictiort requirement issued on March 22, 
;e requirement final. - The Applicants have 
). The Examiner's argues that "there are 
Jl^ere tested for antibody response to rank 
iitantlyif tested far cell medjiatejd immune 
icidy responses to rank immune, responder 
!j|ing ircfmune responders :byEdell. mediated 
}ectfull$point out that none of the claims in 

Is whJre the animals are being tested for a 

IE" v"" 
$jt pertaining to ranking imm.iioe_:responders 

levant t| the present application Unless that 

Jjrjie reSTO_nders by antibody r^spdnse. In all 

|thod involves ranking either ,-ah antibody 

I mediated immune response. : To highlight 

J^S-S^Sand have added new! : lcjlaiims 39-52, 

[fut hayfe been written so thatjthey are' either 

Whii| ; support for new clajjms;. 39^52 has 

t wish fo point the Examiner, iniparticular, to 

J, where the following is stated: 
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According to another embodiments 
immune response further compris* ' 



antigen, preferably under stress, 
response (CMIR), measuring an i 
stress and combining it with the 



an immune response, wherein ar 
greater than the average immun 



The Applicants submit therefo 
application are directed to a single and di 
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ifrthe indention, the method of-ranking the 
Reposing, the animals of a population to an 
ihich cah evoke a cell mediated immune 



cab 

iSator ofLthe CMIR at least once during the 
asurement for antibody respohse . to obtain 
iSpmunetresponse of a test animal that is 

^ ^ ^ Response of the population ^during stress 

indicates that the test anTmal is a h| rjjjmmune responder. [Emphasis ladded] 

fiat the: claims pending in. the present 



consideration pursuant to 37 CFR 1.14? 
there being no allowable generic or lihkj 
have cancelled claims 25-38 in the prese 
52, which correspond In scope to claims 
either directly or indirectly dependent dj 



irjct invention. 

i 



3. The Examiner has noted thatpiims 25-38 are withdrawn / from further 

) ; |as bei ig drawn to a nonelected invention, 



■fblaim. 



As explained above, the Applicants 



amendment and have added new claims 39- 



bu 

Lfclaim J 



El * 1 

generic or linking claim is now claini % pand therefore, the claims, of ..the present 
application are directed to a single andidif iihirt invention. 

i 



4. The Examiner has advised the Apra leant tha 
claim 2 will be objected to under 37 CF1 
By the present amendment, claim 2 has 
1 and any duplicated subject matter in; 
serves to highlight that the limitation inr^ 
animals are immunized with at least on? 
does not appear in claim 1, the Applii 
duplicate of claim 1 and respectfully re< 
under CFR 1 .75 be withdrawn. 



est that 

7! 



•have been written so- that they are 
! The Applicants submit that the 



;; should claim 1 be found allowable, 
^75 as being a substantial duplicate thereof, 
fen rewritten so that it is dependent on claim 
i'm 2 has been removed. 

i! {: ... 

iim 2 that is not found in claim '1 Is that the 
itigen during the. stress. Since this limitation 
% subniit that claim 2 is not a substantial 
[tjhe Examiner's objection to claim 2 



Ttr'is: amendment 



: 1 
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5. The Examiner has noted two infon| ajps in plaim 1 1 , both of which- have been 



attended to in the present amendment. : j ■} if 

p 

6. The Examiner has noted that the te| n| 



I 



examples as permitted by MPEP 608.01$ 
overcomes the Examiner's objection to 
objection be withdrawn. 

The Examiner has further nc^s 
multiplication of 1 or 1.5 is presently djJc,] 
secondary response calculation has p 
amended the specification at page 20, jin| 



El 025 



'restraint" in claim 6 has no Support in the 



originally filed specification. In re!sjp| r|je, the|: Applicants have amended the 
specification at page 18. line 24, to inbjj cjfe the &rm "restraint" in thalfsf of stress 



jjbie Applicants submit that this -amendment 

"Sri 6 and" they respectfully request that the 

P ! ILL • ri 

- v. ; _ 

h I : . 

teat inFclaims "4 and 5, the coefficient 
for |Sose rankings where a-jprimary and 
d. |Tn response,; the Aptaficants have 



61 



jj| to incojporate the features of claims 4 and 
5 in relation to the method as claimed tn^fri 3, upjpn which claims 4 and 5 depend, as 



permitted by MPEP 808.01(1). The Applijaffe submit that this amendment overcomes 



the Examiner's objection to claims 4 
objection be withdrawn. 



Ml 



; 5 andtitney respectfully request that the 



9. The Examiner alleges that clalm||' 
U.S.C. §1 02(b) by 

hereinafter Wagter). The Examiner's objj 



! • 



IT, 
4-' 



3, 6-1§ and 21 are anticipated, under 35 



{ Wagter et al. (J. Da^^ience|r1996, Vol. 79 (Supplilj),: page 119, 
r). The Examiner's ob/el|ilih is reljiectfully traversed, i i . 

IN h ' Hi 



A- Summary of Wagter | 

Wagter describes the ranking ojf [ttj 
and heifers." These animals were va< 
(OVA) at week -8 and week -3 relative |t< 
0). Lymphocyte proliferation and antiboi 
and 6 relative to calving. Wagter te] 
"phenotypic variations of antibody respoi 

Ill 111: :fc 

PAGE 25/30 1 RCVD AT 1 113012005 2:50:30 PM [Eastern Standard Time] ' SVR:USPT^EFXRF-6/27 * DNIS:2738300 1 CSID:9058140031 * DURATION (mm-ss):0846 



fimune^ response of 32 perfparturient cows 
Witft E. coli J5 vaccine andi. ovalbumin 
aiving 1 arjid again with OVA at palving (week 
sspon^es were deteiminedaj. week -3, 0, 3 
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the animals were classified as either hiic 
either after calving (category II) or trir&ij 



respond&rs (category I) or hyporesponsive, 
jout the: peripartum period (category III). 
There is no description of the specific crj&ja that vjfere used for .this classification and 
the abstract only goes on to describjjceneral ftrends when comparing, antibody 
responses to E. coli and OVA, levels of jt?fjl jUrum I9G1 and disease occurence. 



; 1 1 

B. Wagter does not teach jojrjj 
response of a test animal within a po$ 
critical Indicator of immune response 



I 



r: 



5* I * 



gest a method of ranking the immune 



ijation ofcanimals under stress where the 
is a chihqe in antibody response from 



before the onset of stress to during frh«aress iy the test animal compared to the 
chanae in antibody response from beffahl the otfeet of stress to during the stress 



change in antibody response 
for the population . 

The courts have ruled that: 



■ - r* 

i i i 

i I ■ 



It is elementary that an anti 



rejection requires a showjng that each 



limitation of a claim must be founffi| a single reference, practioe^ar. device. In 
re Donohue, 226 USPQ 619, 62#|e<*. CI&1985) citing Dalmatic Kimberly- 
Clark Co/p., 218 USPQ 781, TS?|lf]ed. 0114:1983), cert denied ]224 UiSQ 520 
(1984). 



There is no teaching or sugge^c 
that occurs in the antibody response -ifp 
stress in the test animal and compare ;tfeie 
response from before the onset of sjr£s 
order to assess a test animal's immun&r 



L. 



ip Wagtpr to specifically look'at. the change 
h [before the onset of stress until; during the 
jalue to the average change i|n|lhe antibody 
until during the stress in the* population in 
aonse. Wagter merely teach^sltbat animals 



were classified based on "phenotypic! Rations o : ; antibody response curve kinetics". 
There is no teaching of how the aqtu|| fjankingsj: could be performed 1 and there is 

of time to use. Accordinglyv n Wagter does 
frth respect to claim 3, Wagte^ again does 
>rve arjcl also does not teacfp or suggest to 
i/een each measurement topfbvide a total 

: i : f- r. 



certainly no indication of the critical peri 
not teach every limitation in claim 1 or 
not teach the critical periods of time tbl 

.i M 

add the changes in antibody responses 
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antibody response for the test animaj p 
antibody response, obtained in the 
remaining claims depend either directly; 01 
not anticipated by Wagter, claim 6-19 andi 



H027 



compace this number to an overall total 
jmann$, for the population! All of the 
niirectlypn claim 1 arid, sincejjtrie claim 1 is 
jare likewise not anticipated. ^ 



In light of the above, the Applies 
objection to claims 1-3, 6-1 9 and 21 una" 

10. The Examiner alleges that clajjrl 
§1 02(b) by CA 2,255,423 with a pufcji 
submit that CA 2,255,423 is not a pr-ito 
102. The present application is a cqrif 
09/215,328 (now U.S. Patent No. 6,21^ 
CA 2,555,423 is equivalent to U.S. p> 
contains an identical disclosure. Sine! 
in U.S. patent application S.N. 09/21$ 
priority, there is no manner in which 
claim in the present application. 



In light of the above, the Applii 
objection to claims 4 and 5 under 35 Uj. 

12. The Examiner alleges that claji 
the judicially created dggtrine of obvio$^ 
of US Patent No. 6,287,564. In i4 
Terminal Disclaimer in compliance! 
Examiner's objection. Please charge; 
Terminal Disclaimer to Deposit Acc<£Ufi 
authorized to charge any deficiency j rii 
overpayment to Deposit Account No. 02£j 




iilly request that ttjje 
102(b) be withdraw^, 



[ 



and Bl are anticipated under 35 UiS.C, 
date!|f June 10, 2000. "flip Applicants 
station Gnder any subsectiori of 35 U;S.C. 
ion-in-jjart of U.S. patent application .S.N. 
| with j filing date of December 18, 1998. 
applies Bon S.N; 09/21 5,328;]and therefore 
the teachings in CA2,555&ffifre present 
upon which the present application claims 
55,42| t can be properly bifid 1 against any 



respectfully request that the Examiner's 
>102(bf?be withdrawn. 



Examiner's 



6-1; 
>4ype 



[and 14-24" are unpatentable under 



juble patenting in light of claims 1-5 



,r ■ 



Apificantsj have submitted herewith a 
1 37 CFjjR 1.321(c) which ^overcomes the 
arescribpd fee of !$65..u0 for the filing of the 
02-2095. The Commissioner is hereby 



n'Jfels (including any ; claim feesj or credit any 

ijiJjL if r • 



■( 
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Early and favorable action on the 
it beneficial to discuss the application irj" 

si 

to contact the undersigned by t€ 
convenience. 



SISSAUGA 



E] 028 



f: 
8 



ts is a\ Raited. Should the Examiner deem 
ter detail, the Examineris kirifclly requested 
at 16) 9571-1685 at the ["Examiner's 



!i : Respectfully submitted, 

7, : • ,- - i 

I BERESKIN & PARR" 



By 




Patricia IFolklns | 
Reg. Ntt- 50,379! 

•— : -! . . : I't 

Ber.eskin.&:ParrL , 
Box! 40 1*40 King SfreetWest 
Toronto;, OrrtaridF J ' 
Canada.. M5H:3lf;Z i 
Tel: 416--957-i68a :. 
Fax: 416-36 f i*13j98 ; - 
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